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Examiner's Amendment 
1) An examiner's amendment to the record appears below. Should the changes 
and/or additions be unacceptable to applicant, an amendment may be filed as provided 
by 37 CFR 1 .312. To ensure consideration of such an amendment, it MUST be 
submitted no later than the payment of the issue fee. 

Amend claim 19 as follows: 

19. (currently amended) A method for producing a plurality of medical test implements, 
comprising the steps of: 

folding first and s e cond portio n s of a hand le form i ng mator i a l toward one anoth e r; 

s e parat i ng the f i rst and s e cond portions of th o hand le form i ng mat e ria l ; 

pos i t i on i ng a p l ura li ty of t o st ele m e nts, e ach hav i ng a pr e d e t e rm i n e d l e ngth, 
b e tw ee n the f i rst and portions of th e hand le forming mat e ria l such that o ach t o st 
ele m e nt is spac e d apart from on e anoth e r by a pr e d e t e rmined d i stanc e ; 

m e chan i cal l y mat i ng th e f i rst and s e cond port i ons of th o hand le forming m a t o ria l 
to on e anoth e r w i th th e p l ural i ty of t e st ele m e nts d i spos e d th e r e b e tw ee n; and 

folding a continuous sheet of handle forming material at a folding station such 
that first and second continuous portions converge toward each other: 

guiding the first and second continuous portions, respectively, over and under a 
separator device: 



Application/Control Number: 1 0/053, 1 02 Page 3 

Art Unit: 1733 

inserting a continuous deformable material between the first and second 
continuous portions of the folded sheet of handle forming material: 

joining the first and second continuous portions together with the deformable 
material therebetween and then cutting deformable material to form a test element: 

repeating the inserting and joining steps such that a plurality of spaced apart test 
elements are between the joined first and second portions of the folded sheet: and 

perforating, scoring or cutting the joined first and second portions of the folded 
sheet of handle-forming material to form a plurality of medical test implements, each 
having a handle and a test element that is adapted to deform when a predetermined 
load is applied thereto. 

In claim 20: 

line 1 change "handle-forming material" to --sheet- 
line 2 change "first and second portions" to -sheet- 
Cancel claim 21 . 
In claim 22: 

line 1 change "claim 21" to -claim 19- 
line 1 change "elongate test element" to -continuous deformable material- 
line 2 change "elongate test element" to -continuous deformable material- 
In claim 23: 

lines 2-3 change "elongate test element during the elongate test element" to 
-continuous deformable material-. 
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In claim 26: 

line 1 delete -predetermined- 
In claim 30: 

line 1 change "handle-forming member" to -sheet- 
In claim 32: 

change "plurality of testing implements" to -test elements- 
In claim 36: 

line 2 change "handle-forming member" to -sheet- 
lines 2-3 change "mechanically mating" to -joining- 
In claim 37: 

line 2 change "mechanically mating" to —joining— 
In claim 39: 

change "handle-forming member" to -sheet-. 

Cancel claims 40, 41 and 42. 

In the specification: 

on line 4 of the replacement paragraph filed 12-22-03, change "62, 66" to 
-64, 66- 
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In the drawings: 

Amend figures 5 and 8 as follows: In figure 5, delete reference numerals 18 and 
48. In figure 8 change "62" to -66- 
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2) Authorization for this examiner's amendment was given in a telephone interview 
with Lisa Michaud on 6-4-04. 

Reasons for Allowance 

3) The following is an examiner's statement of reasons for allowance: 

With respect to the step of "folding a continuous sheet of handle forming material 
at a folding station such that first and second continuous portions converge toward each 
other", support is found in the original disclosure for example at page 8 lines 11-14 and 
figure 6. 

With respect to the step of "guiding the first and second continuous portions, 
respectively, over and under a separator device", support is found in the original 
disclosure for example at page 9 lines 12-20 and figure 6. 

With respect to the steps of "inserting a continuous deformable material between 
the first and second continuous portions of the folded sheet of handle forming material" 
and "joining the first and second continuous portions together with the deformable 
material therebetween and then cutting deformable material to form a test element", 
support is found in the original disclosure for example in figure 4, figure 5, page 6 line 
19 to page 7 line 3, page 9 line 21 to page 9 line 17. 

The prior art of record whether taken singly or in combination fails to disclose, 
teach or suggest a method for producing a plurality of medical test implements, 
comprising the steps of guiding the first and second continuous portions, respectively, 
over and under a separator device; inserting a continuous deformable material between 
the first and second continuous portions of the folded sheet of handle forming material; 
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joining the first and second continuous portions together with the deformable material 
therebetween and then cutting deformable material to form a test element; in 
combination with the remaining claimed steps of folding a continuous sheet of handle 
forming material at a folding station such that first and second continuous portions 
converge toward each other; repeating the inserting and joining steps such that a 
plurality of spaced apart test elements are between the joined first and second portions 
of the folded sheet; and perforating, scoring or cutting the joined first and second 
portions of the folded sheet of handle-forming material to form a plurality of medical 
test implements, each having a handle and a test element that is adapted to 
deform when a predetermined load is applied thereto. 

Any comments considered necessary by applicant must be submitted no later 
than the payment of the issue fee and, to avoid processing delays, should preferably 
accompany the issue fee. Such submissions should be clearly labeled "Comments on 
Statement of Reasons for Allowance." 

4) Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Steven D. Maki whose telephone number is (571) 272- 
1221. The examiner can normally be reached on Mon. - Fri. 7:30 AM - 4:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Richard Crispino can be reached on (571) 272-1226. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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